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DETAILED ACTION 
Continued Examination Under 37 CFR 1.114 

A request for continued examination under 37 CFR 1.114, including the fee set 
forth in 37 CFR 1 .17(e), was filed in this application after final rejection. Since this 
application is eligible for continued examination under 37 CFR 1.1 14, and the fee set 
forth in 37 CFR 1 .17(e) has been timely paid, the finality of the previous Office action 
has been withdrawn pursuant to 37 CFR 1.114. Applicant's submission filed on 
09/06/07 has been entered. 

Claim Rejections • 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 42-53, 63-70 and 72-102 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Morimoto et al. EP 0 650 826 A1 , in view of Tsushima et al. US 
6,036,974 and Roche US 5,075,114. 

Morimoto teaches a tablet compressing method using tabletting machine with 
lubricant spraying mean (see abstract). The method comprising spraying lubricant 
uniformly on the surface of an upper punch, a lower punch, and a die, filling the die with 
pharmaceutical materials, and compressing the pharmaceutical material to form a drug 
tablet (columns 2-3 and columns 5-7). 
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Morimoto does not explicitly teach the claimed lubricant such as stearic acid. 

Tsushima teaches a method for preparation of tablet comprises preparing the 
tabletting material containing medicines and excipients, coating on the surface of the 
tabletting material a lubricant, coating the surface of the punches with lubricant 
(columns 2 and 6). Lubricant includes stearic acid and stearic acid metal salt (column 
6, lines 51-60). Thus, it would have been obvious to one of ordinary skill in the art to 
modify the tabletting method of Morimoto using stearic acid as a lubricant in view of the 
teaching of Tsushima, because Tsushima teaches the use of stearic acid as a lubricant 
is known in pharmaceutical art, because Tsushima teaches using stearic acid as a 
lubricant to coat the surface of the die and punch, and because Morimoto teaches the 
desirability of using lubricant to coat the die and punch of the tabletting machine. 

Morimoto further does not teach the specific form of pharmaceutical material 
being claimed, such as, coated granule or granule in a matrix base. Nonetheless, 
Morimoto teaches that his tabletting method can be used for tabletting many kinds of 
tablets such as powdered or granular medicine, and so on (column 7, lines 34-38). 

Roche teaches a medicament tablet comprising granules coated with polymers 
blend (see abstract and column 2, lines 45-60). The resulting coated granules were 
then compressed into tablet form using tabletting machine having die wall and punches 
(columns 9-10). Thus, it would have been obvious for one of ordinary skill in the art to 
modify the pharmaceutical materials to be tabletted in Morimoto using the coated drug 
granule in view of the teaching of Roche, because the references teach the use of 
compressed tabletting machine to compress pharmaceutical materials. 
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Claims 42-53, 63-70 and 72-102 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Tsushima et al. US 6,036,974, in view of Roche US 5,075,1 14. 

Tsushima teaches a method for preparation of tablet comprises preparing the 
tabletting material containing medicines and excipients, coating on the surface of the 
tabletting material a lubricant, coating the surface of the punches with lubricant, filling 
the die with the coated tabletting material, and compressing to obtain tablet (columns 2 
and 6). Lubricant includes stearic acid and stearic acid metal salt (column 6, lines 51- 
60). 

Tsushima does not teach the specific form of pharmaceutical material being 
claimed, such as, coated granule in a matrix base. 

Roche teaches a medicament tablet comprising granules coated with polymers 
blend (see abstract and column 2, lines 45-60). The resulting coated granules were 
then compressed into tablet form using tabletting machine having die wall and punches 
(columns 9-1 0). Thus, it would have been obvious for one of ordinary skill in the art to 
modify the tabletting materials of Tsushima using the coated drug granule in view of the 
teaching of Roche, because the references teach the use of compressed tabletting 
machine to compress pharmaceutical materials. 

It is noted that the reference is silent as to the teaching of the percent amount of 
lubricant being coated onto the surface of the die and punches. However, generally, 
differences in concentration will not support the patentability of subject matter 
encompassed by the prior art unless there is evidence indicating such concentration is 
critical. Where the general conditions of a claim are disclosed in the prior art, it is not 
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inventive to discover the optimum or workable ranges by routine experimentation. In re 
Allen 220 F.2d 454, 456, 105 USPQ 233, 235 (CCPA 1955). Thus, it would have been 
obvious for one of ordinary skill in the art to, by routine experimentation determine a 
suitable amount of lubricant to obtain a smooth surface tablet. As well as the dividing 
line on the tablet, it would have been obvious for one of ordinary skill in the art, because 
dividing line, groove line, marking line, or scored tablet is well known in pharmaceutical 
art. Moreover, absent of evident on the contrary, the burden is shifted to applicant to 
provide data showing the amount of surfactant uses by the cited references do not fall 
within the claimed range. 

Response to Arguments 

Applicant's arguments filed 10/24/06 have been fully considered but they are not 
persuasive. 

Applicant admitted that Morimoto produces a tablet using a tableting machine 
with lubricant spraying means which can spray lubricant uniformly on the surface of an 
upper punch, a lower punch and a die, and Tsushima teaches preparing an aqueous 
tablet comprising 10% ethanol or water. However, applicant argues that the references, 
even taken together, do not teach or suggest a tablet which does not contain stearic 
acid or a stearic acid metal salt but which contains 0.0001-0.2 wt% stearic acid or 
stearic acid metal salt on the surface. 

In response to applicant's argument, although Tsushima does not expressly 
teach the molding material does not contain any stearic acid or stearic acid metal salt, 
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Tsushima throughout the patent does not teach adding lubricant in the internal phase. 
The examples disclosed in Tsushima do not suggest using lubricant in the molding 
material, but specifically disclosed that coating the surface of the tablet with a lubricant 
using stearic acid (example, and column 6, lines 51-58). Regarding Morimoto, as 
admitted by the applicant, Morimoto teaches the claimed method, however, Morimoto 
does not teach the claimed lubricant. Tsushima is cited in combination with Morimoto 
for the specific teaching of lubricant such as stearic acid or stearic acid metal salt. 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Susan T. Tran whose telephone number is (571) 272- 
0606. The examiner can normally be reached on M-F 6:00 am to 4:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael Woodward can be reached on (571) 272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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